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native applications or print-to-PDF 
format and not in a scanned format. 
Commenters filing electronically do not 
need to make a paper filing. 

49. Commenters that are not able to 
file comments electronically must send 
an original of their comments to: 
Federal Energy Regulatory Commission, 
Secretary of the Commission, 888 First 
Street NE, Washington, DC 20426. 

50. All comments will be placed in 
the Commission’s public files and may 
be viewed, printed, or downloaded 
remotely as described in the Document 
Availability section below. Commenters 
on this proposal are not required to 
serve copies of their comments on other 
commenters. 

VII. Document Availability 

51. In addition to publishing the full 
text of this document in the Federal 
Register, the Commission provides all 
interested persons an opportunity to 
view and/or print the contents of this 
document via the internet through the 
Commission’s Home Page (http://
www.ferc.gov) and in the Commission’s 
Public Reference Room during normal 
business hours (8:30 a.m. to 5:00 p.m. 
Eastern time) at 888 First Street NE, 
Room 2A, Washington, DC 20426. 

52. From the Commission’s Home 
Page on the internet, this information is 
available on eLibrary. The full text of 
this document is available on eLibrary 
in PDF and Microsoft Word format for 
viewing, printing, and/or downloading. 
To access this document in eLibrary, 
type the docket number of this 
document, excluding the last three 
digits, in the docket number field. 

53. User assistance is available for 
eLibrary and the Commission’s website 
during normal business hours from the 
Commission’s Online Support at (202) 
502–6652 (toll free at 1–866–208–3676) 
or email at ferconlinesupport@ferc.gov, 
or the Public Reference Room at (202) 
502–8371, TTY (202) 502–8659. Email 
the Public Reference Room at 
public.referenceroom@ferc.gov. 

By direction of the Commission. 

Issued: April 18, 2019 

Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2019–08236 Filed 4–23–19; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

21 CFR Part 7 

[Docket No. FDA–2018–D–2074] 

Initiation of Voluntary Recalls Draft 
Guidance for Industry and Food and 
Drug Administration Staff; Availability 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice of availability. 

SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
announcing the availability of a draft 
guidance for industry and FDA staff 
entitled ‘‘Initiation of Voluntary Recalls 
Under 21 CFR part 7, subpart C.’’ The 
draft guidance, if finalized, would 
establish guidance for industry and FDA 
staff regarding timely initiation of 
voluntary recalls of FDA-regulated 
products. The draft guidance discusses 
what preparations firms in a 
distribution chain, including 
manufacturers and distributors, should 
consider making to establish recall 
initiation procedures; to ensure timely 
identification of, and response to, 
product problems that might lead to a 
recall; and to promptly issue recall 
communications and press releases or 
other public notices. It also discusses 
preparations that firms in a distribution 
chain should consider making to ensure 
timely responses to a recall 
communication. In addition, it 
discusses how FDA assists firms with 
carrying out their recall responsibilities 
to protect the public health from 
distributed products in violation of the 
Federal Food, Drug, and Cosmetic Act 
and other laws administered by FDA. 
DATES: Submit either electronic or 
written comments on the draft guidance 
by June 24, 2019 to ensure that the 
Agency considers your comment on this 
draft guidance before it begins work on 
the final version of the guidance. 
ADDRESSES: You may submit either 
electronic or written comments on 
Agency guidances at any time as 
follows: 

Electronic Submissions 
Submit electronic comments in the 

following way: 
• Federal eRulemaking Portal: 

https://www.regulations.gov. Follow the 
instructions for submitting comments. 
Comments submitted electronically, 
including attachments, to https://
www.regulations.gov will be posted to 
the docket unchanged. Because your 
comment will be made public, you are 

solely responsible for ensuring that your 
comment does not include any 
confidential information that you or a 
third party may not wish to be posted, 
such as medical information, your or 
anyone else’s Social Security number, or 
confidential business information, such 
as a manufacturing process. Please note 
that if you include your name, contact 
information, or other information that 
identifies you in the body of your 
comments, that information will be 
posted on https://www.regulations.gov. 

• If you want to submit a comment 
with confidential information that you 
do not wish to be made available to the 
public, submit the comment as a 
written/paper submission and in the 
manner detailed (see ‘‘Written/Paper 
Submissions’’ and ‘‘Instructions’’). 

Written/Paper Submissions 
Submit written/paper submissions as 

follows: 
• Mail/Hand delivery/Courier (for 

written/paper submissions): Dockets 
Management Staff (HFA–305), Food and 
Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852. 

• For written/paper comments 
submitted to the Dockets Management 
Staff, FDA will post your comment, as 
well as any attachments, except for 
information submitted, marked and 
identified, as confidential, if submitted 
as detailed in ‘‘Instructions.’’ 

Instructions: All submissions received 
must include the Docket No. FDA– 
2018–D–2074 for ‘‘Initiation of 
Voluntary Recalls Under 21 CFR part 7, 
subpart C; Draft Guidance for Industry 
and FDA Staff.’’ Received comments 
will be placed in the docket and, except 
for those submitted as ‘‘Confidential 
Submissions,’’ publicly viewable at 
https://www.regulations.gov or at the 
Dockets Management Staff office 
between 9 a.m. and 4 p.m., Monday 
through Friday. 

• Confidential Submissions—To 
submit a comment with confidential 
information that you do not wish to be 
made publicly available, submit your 
comments only as a written/paper 
submission. You should submit two 
copies total. One copy will include the 
information you claim to be confidential 
with a heading or cover note that states 
‘‘THIS DOCUMENT CONTAINS 
CONFIDENTIAL INFORMATION.’’ The 
Agency will review this copy, including 
the claimed confidential information, in 
its consideration of comments. The 
second copy, which will have the 
claimed confidential information 
redacted/blacked out, will be available 
for public viewing and posted on 
https://www.regulations.gov. Submit 
both copies to the Dockets Management 

VerDate Sep<11>2014 16:04 Apr 23, 2019 Jkt 247001 PO 00000 Frm 00024 Fmt 4702 Sfmt 4702 E:\FR\FM\24APP1.SGM 24APP1jb
el

l o
n 

D
S

K
30

R
V

08
2P

R
O

D
 w

ith
 P

R
O

P
O

S
A

LS

mailto:public.referenceroom@ferc.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
mailto:ferconlinesupport@ferc.gov
http://www.ferc.gov
http://www.ferc.gov


17113 Federal Register / Vol. 84, No. 79 / Wednesday, April 24, 2019 / Proposed Rules 

Staff. If you do not wish your name and 
contact information to be made publicly 
available, you can provide this 
information on the cover sheet and not 
in the body of your comments and you 
must identify this information as 
‘‘confidential.’’ Any information marked 
as ‘‘confidential’’ will not be disclosed 
except in accordance with 21 CFR 10.20 
and other applicable disclosure law. For 
more information about FDA’s posting 
of comments to public dockets, see 80 
FR 56469, September 18, 2015, or access 
the information at: https://www.gpo.gov/ 
fdsys/pkg/FR-2015-09-18/pdf/2015- 
23389.pdf. 

Docket: For access to the docket to 
read background documents or the 
electronic and written/paper comments 
received, go to https://
www.regulations.gov and insert the 
docket number, found in brackets in the 
heading of this document, into the 
‘‘Search’’ box and follow the prompts 
and/or go to the Dockets Management 
Staff, 5630 Fishers Lane, Rm. 1061, 
Rockville, MD 20852. 

You may submit comments on any 
guidance at any time (see 21 CFR 
10.115(g)(5)). 

Submit written requests for single 
copies of the draft guidance to the Office 
of Strategic Planning and Operational 
Policy, Office of Regulatory Affairs, 
Food and Drug Administration, 12420 
Parklawn Dr., Element Building, Rm. 
4141, Rockville, MD 20857. Send one 
self-addressed adhesive label to assist 
that office in processing your request. 
See the SUPPLEMENTARY INFORMATION 
section for electronic access to the draft 
guidance document. 
FOR FURTHER INFORMATION CONTACT: 
Peter Fox, Office of Regulatory Affairs, 
Food and Drug Administration, 12420 
Parklawn Dr., Element Building, Rm. 
4146, Rockville, MD 20857, 240–402– 
1857. 

SUPPLEMENTARY INFORMATION: 

I. Background 

FDA is announcing the availability of 
a draft guidance for industry and FDA 
staff entitled ‘‘Initiation of Voluntary 
Recalls Under 21 CFR part 7, subpart 
C.’’ The draft guidance, if finalized, 
would establish guidance for industry 
and FDA staff regarding timely 
initiation of voluntary recalls of FDA- 
regulated products under 21 CFR part 7, 
subpart C. The draft guidance is part of 
a larger effort FDA is undertaking to 
give additional guidance to industry and 
FDA staff regarding the execution and 
oversight of voluntary recalls under part 
7, subpart C. 

This draft guidance is being issued 
consistent with FDA’s good guidance 

practices regulation (21 CFR 10.115). 
The draft guidance, if finalized, would 
represent the current thinking of FDA 
on ‘‘Initiation of Voluntary Recalls 
Under 21 CFR part 7, subpart C.’’ It does 
not establish any rights for any person 
and is not binding on FDA or the public. 
You can use an alternative approach if 
it satisfies the requirements of the 
applicable statutes and regulations. This 
guidance is not subject to Executive 
Order 12866. 

II. Paperwork Reduction Act of 1995 

This draft guidance refers to 
previously approved collections of 
information found in FDA regulations. 
These collections of information are 
subject to review by the Office of 
Management and Budget (OMB) under 
the Paperwork Reduction Act of 1995 
(44 U.S.C. 3501–3520). The collections 
of information in 21 CFR 7.45(c), 
7.46(a), and 7.59 have been approved 
under OMB control number 0910–0249. 

III. Electronic Access 

Persons with access to the internet 
may obtain the guidance at either 
https://www.fda.gov/FoodGuidances or 
https://www.regulations.gov. 

Dated: April 18, 2019. 
Lowell J. Schiller, 
Principal Associate Commissioner for Policy. 
[FR Doc. 2019–08198 Filed 4–23–19; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

21 CFR Parts 170, 177, and 189 

[Docket No. FDA–2015–F–0537] 

Natural Resources Defense Council et 
al.: Response to the Objections and 
Denial of the Requests for a Public 
Hearing 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notification; response to 
objections and denial of public hearing 
requests. 

SUMMARY: The Food and Drug 
Administration (FDA or we) is 
overruling the objections and is denying 
the requests for a public hearing, 
submitted by the Environmental 
Defense Fund, Natural Resources 
Defense Council, Center for Food Safety, 
Clean Water Action, Center for Science 
in the Public Interest, Breast Cancer 
Prevention Partners, Center for 
Environmental Health, Environmental 

Working Group, and Improving Kids’ 
Environment. 
DATES: April 24, 2019. 
FOR FURTHER INFORMATION CONTACT: Hui- 
Chen (Anita) Chang, Center for Food 
Safety and Applied Nutrition (HFS– 
275), Food and Drug Administration, 
5001 Campus Dr., College Park, MD 
20740–3835, 240–402–1161. 
SUPPLEMENTARY INFORMATION: 

I. Background 
In the Federal Register of March 16, 

2015 (80 FR 13508), we announced the 
filing of a food additive petition (FAP 
4B4808) (‘‘petition’’) submitted by the 
Natural Resources Defense Council, 
1152 15th St. NW, Suite 300, 
Washington, DC 20005; the Center for 
Food Safety, 303 Sacramento St., 
Second Floor, San Francisco, CA 94111; 
Clean Water Action, 1444 I St. NW, 
Suite 400, Washington, DC 20005; the 
Center for Science in the Public Interest, 
1220 L St. NW, Suite 300, Washington, 
DC 20005; Children’s Environmental 
Health Network, 110 Maryland Ave. NE, 
Suite 402, Washington, DC 20002; the 
Breast Cancer Fund (now known as 
Breast Cancer Prevention Partners), 
1388 Sutter St., Suite 400, San 
Francisco, CA 94109–5400; the Center 
for Environmental Health, 2201 
Broadway, Suite 302, Oakland, CA 
94612; Environmental Working Group, 
1436 U St. NW, Suite 100, Washington, 
DC 20009; and Improving Kids’ 
Environment, 1915 West 18th St., 
Indianapolis, IN 46202 (collectively, 
‘‘petitioners’’). The petition asked FDA 
to take three separate regulatory actions: 
(1) Revoke our 2005 approval of 
Threshold of Regulation (TOR) 
exemption No. 2005–006 allowing as 
much as 1.2 percent sodium perchlorate 
monohydrate in dry food packaging; (2) 
issue a new regulation under part 189 
(21 CFR part 189) prohibiting the use of 
perchlorate as a conductivity enhancer 
in the manufacture of antistatic agents 
to be used in food contact articles; and 
(3) remove potassium perchlorate as an 
allowed additive in sealing gaskets for 
food containers in existing § 177.1210 
(21 CFR 177.1210). 

In the Federal Register of June 30, 
2016 (81 FR 42585), we announced that 
we filed a food additive petition (FAP 
6B4816) (‘‘abandonment petition’’) 
submitted on behalf of Society of the 
Plastics Industry, Inc. (SPI) by Keller 
and Heckman LLP, 1001 G Street NW, 
Suite 500 West, Washington, DC 20001. 
The abandonment petition proposed to 
amend § 177.1210 to no longer provide 
for the use of potassium perchlorate as 
an additive in closure sealing gaskets for 
food containers because the use has 
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